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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection; Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 8/3/06 
has been entered. 

REJECTIONS WITHDRAWN 

2. All of the 102 and 103 rejections set forth in the non-final rejection of 1 1/3/05, 
pages 2-5, paragraphs 3-8. 

REJECTIONS REPEATED 

3. There are no rejections repeated. 

NEW REJECTIONS 
Claim Rejections ■ 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs . of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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5. Claims 32-36, 39-42, 45-49 and 51-55 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Yan et al. (US 4960425). 

Claim 32 contains the method limitation "rotationally molded" which is a method 
limitation in a product and has been given little patentable weight since the method 
limitation does not structurally further limit the product (MPEP 2113). Claims 39-42 
contain method limitations as to how the silicone is cured (acetoxy-cured, platinum 
catalyzed, tin catalyzed) which have been given little patentable weight because the 
limitations do structurally further limit the product claim (MPEP 21 13). 

Claims 32-34 and 46 recite limitations concerning the liner for the apparatus used 
to manufacture the recited product, a medical article. Apparatus limitations in a product 
claim are not germane to the patentability of the product in a product claim. In the 
instant claims the liner of the apparatus merely imparts a textured surface to the 
medical device. A textured surface is disclosed by the prior art as discussed below and 
thus the liner of the apparatus is not germane to the patentability of the recited product, 
a medical device. As such the prior art need not disclose the recited mold liner to read 
on the instant claims as written. 

Yan discloses a medical article, breast implant (abstract), comprising a shell 
defining an interior cavity, said shell being formed of at least one layer of a non-olefin 
polymer material, wherein said shell is textured (column 8, lines 5-33), seamless 
(column 7, lines 5-15), filled with a silicone gel, a saline solution, or a foam (column 2, 
lines 32-47), wherein the polymer material is silicone, polyurethane, or elastomer 
(column 8, lines 5-33), an external molded surface which exhibits the surface features 
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imparted to it by a mold liner (column 7, lines 53-63), wherein said shell has a thickness 
of from about 0.005 inches to about 0.06 inches (column 5, lines 52-68 and column 7, 
lines 6-25). 

6. Claim 26 is rejected under 35 U.S.C. 102(b) as being anticipated by either Prahl 
(US 4426742) or Pangman (US 3366975). 

Claim 26 contains the method limitation "rotationally molded" which is a method 
limitation in a product and has been given little patentable weight since the method 
limitation does not structurally further limit the product (MPEP 2113). 

Prahl discloses a shell of a breast prosthesis which is patchless (column 6, lines 
25-65) since the opening is simply closed and no patch is used and wherein the shell is 
formed of at least one layer of a non-olefin polymer material (column 4, lines 22-32 and 
fig. 3). 

Pangman discloses a shell of a breast prosthesis (column 3, lines 52-63) which is 
patchless (column 5, lines 24-64) since the perforations are left undisturbed and 
wherein the shell is formed of at least one layer of a non-olefin polymer material 
(column 4, lines 30-61 ). 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claim 43 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Yan et 
al. (US 4960425) in view of Pinchuk et al. (US 53761 17). 

Yan fails to disclose wherein the polymer is solvent based. 

Pinchuk discloses a shell for a breast prosthesis which is solvent based (column 
3, line 34 through column 4, line 39 and column 8, lines 5-62) for the purpose of 
providing improved strength and biocompatibility (column 4, lines 40-45). 

Therefore it would have been obvious to one of ordinary skill in the art at the time 
applicant's invention was made to have provided a polymer which is solvent based in 
the breast prosthesis of Yan in order to provide improved strength and biocompatibility 
as taught or suggested by Pinchuk. 

9. Claim 44 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over Yan et 
al. (US 4960425) in view of Gould et al. (US 5120816). 

Yan fails to disclose where the polymer material emits gaseous by-products 
during curing. 

Gould discloses mammary implants where the polymer material emits gaseous 
by-products during curing (column 5, lines 51-68 and column 10, lines 30-46) for the 
purpose of providing improved strength (column 6, lines 22-30). 

Therefore it would have been obvious to one of ordinary skill in the art at the time 
applicant's invention was made to have provided a polymer material which emits 
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gaseous by-products during curing in the breast prosthesis of Yan in order to provide 
improved strength as taught or suggested by Gould. 

8. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over Yan et 
al. (US 4960425) in view of either Prahl (US 4426742) or Pangman (US 3366975). 

Yan fails to disclose wherein the shell of the prosthesis is patchless. 

Prahl discloses a shell of a breast prosthesis which is patchless (column 6, lines 
25-65) since the opening is simply closed and no patch is used for the purpose of 
providing a stronger prosthesis less likely leak and/or ease of construction. 

Therefore it would have been obvious to one of ordinary skill in the art at the time 
applicant's invention was made to have provided wherein the prosthesis is patchless in 
the breast prosthesis of Yan in order to provide a stronger prosthesis less likely leak 
and/or ease of construction as taught or suggested by Prahl. 

Pangman discloses a shell of a breast prosthesis (column 3, lines 52-63) which is 
patchless (column 5, lines 24-64) since the perforations are left undisturbed in order to 
provide improved adhesion to body tissue (column 2, lines 50-56). 

Therefore it would have been obvious to have provided wherein the prosthesis is 
patchless in the breast prosthesis of Yan in order to provide improved adhesion to body 
tissue as taught or suggested by Pangman. 



ANSWERS TO APPLICANT'S ARGUMENTS 
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9. Applicant's arguments of 10/17/06 have been carefully considered but are 
deemed unpersuasive. 

Applicant has argued that Yan does not disclose a removable liner. However, 
the liner is part of the apparatus used to manufacture the medical device and the recited 
claims are product claims not apparatus claims. Apparatus limitations in a product 
claim are not germane to the patentability of the product in a product claim. In the 
instant claims the liner of the apparatus merely imparts a textured surface to the 
medical device. A textured surface is disclosed by the prior art as discussed above and 
thus the liner of the apparatus is not germane to the patentability of the recited product, 
a medical device. As such the prior art need not disclose the recited mold liner to read 
on the instant claims as written. 

Applicant argues that Prahl actually discloses a patch since the glue-on adapter 
(50 from Fig. 1 ) functions as a patch. However, the glue-on adapter does not function 
as a patch at all. The glue on adapter allows rotation of the prosthesis in order to 
provide correct fitting position the glue on adapter does not function as a patch. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Miggins whose telephone number is 571- 
272-1494. The examiner can normally be reached on 1:00-10:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examinees 
supervisor, Harold Y. Pyon can be reached on 571-272-1498. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Michael C. Miggins 
Primary Examiner 



MCM 

October 5, 2006 




